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DETAILED ACTION 
Drawings 

The drawings are objected to under 37 CFR 1.83(a). The drawings must show every 
feature of the invention specified in the claims. Therefore, with respect to claim 8, the hinge 
feature must be shown and labeled or the feature(s) canceled from the claim(s). With respect to 
claim 10, the means for receiving a fluid sample that is positioned between each of the pair of 
electrodes must be shown and labeled or the feature(s) canceled from the claim(s). With respect 
to claim 12, the vent located between each of the paired electrodes must be shown and labeled or 
the feature(s) canceled from the claim(s). No new matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in reply to 
the Office action to avoid abandonment of the application. Any amended replacement drawing 
sheet should include all of the figures appearing on the immediate prior version of the sheet, 
even if only one figure is being amended. The figure or figure number of an amended drawing 
should not be labeled as "amended." If a drawing figure is to be canceled, the appropriate figure 
must be removed from the replacement sheet, and where necessary, the remaining figures must 
be renumbered and appropriate changes made to the brief description of the several views of the 
drawings for consistency. Additional replacement sheets may be necessary to show the 
renumbering of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New Sheet" 
pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, the applicant will 
be notified and informed of any required corrective action in the next Office action. The 
objection to the drawings will not be held in abeyance. 
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Claim Rejections - 35 (JSC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 8 and 10-12 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 8, 10 and 12 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
incomplete for omitting essential steps, such omission amounting to a gap between the steps. 
See MPEP § 2172.01. The omitted steps are: 

Regarding claim 8, it is unclear as to how a hinge is formed during the molding step in a 
space between each of the paired electrodes as claimed. Is the hinge positioned at the fluid 
sample receiving end 16 of each sensor 10? In addition, this hinge feature does not appear to be 
clearly shown in the accompanying drawings. 

Regarding claim 10, it is unclear as to how a means for receiving fluid sample is formed 
during the molding step in a space between each of the paired electrodes as claimed. Is the means 
for receiving fluid sample positioned at the fluid sample receiving end 16 of each sensor 10? In 
addition, this feature does not appear to be clearly shown in the accompanying drawings. 

Regarding claim 12, it is unclear as to how a vent is formed between each paired 
electrodes during the molding step as claimed. In addition, this feature does not appear to be 
clearly shown in the accompanying drawings. 

Claim 1 1 recites the limitation "means for receiving the fluid sample" in line 1 . There is 
insufficient antecedent basis for this limitation in the claim. 
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Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another filed in the United 
States before the invention thereof by the applicant for patent, or on an international application by another who 
has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this title before the invention 
thereof by the applicant for patent. 

Claims 1, 2, 4 - 7, 9, 1 1, 13 and 14 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Rappin et al. (U.S. 6,576,102) ("Rappin'). 

The applied reference has a common inventor with the instant application. Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 U.S.C. 
102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a showing under 37 
CFR 1.132 that any invention disclosed but not claimed in the reference was derived from the 
inventor of this application and is thus not the invention "by another," or by an appropriate 
showing under 3 7 CFR 1.131. 

Regarding claims 1 and 14, Rappin anticipates the claimed method of molding a testing 
device. Rappin teaches the step of positioning a plurality of paired, spaced-apart conductive 
electrodes 130, 131, 132 in a mold (e.g., body 12, 112) for a carrier; and molding a carrier of 
insulative material to at least embed a portion of the electrodes in the insulative material to 
permit exposure of at least a portion of one electrode to a fluid sample to be treated (see col. 7, 
lines 1 - 30; col. 8, lines 17-21; figure 7). Rappin teaches that the body 12 is constructed of an 
electrically insulating injection moldable plastic (see col. 5, lines 19 - 24). The fluid sample 
receiving end 1 16 of the sensor 110 includes an electrochemical reaction zone 124 adjacent the 
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terminal end 1 16 of the body (see col. 8, lines 22 - 55). Rappin anticipates a further treatment 
step comprising treating at least one of the electrodes with one or more substances before or after 
the molding of the carrier for reacting with the with the fluid sample to be tested. Rappin teaches 
that an enzyme 156 is applied to the outer surface of the primary electrode 152 (see col. Col. 2, 
lines 14 -63; 9, lines 35 -65). 




Regarding claims 2, 6 and 7, Rappin anticipates a molding step that includes molding the 
insulative material to at least encase or embed at least a portion of the electrodes (see, e.g., col. 4, 
lines 54-61; col. 5, lines 6 - 67; col. 9, lines 19 - 23; col. 6, lines 4 - 40; col. 10, lines 5-15). 

Regarding claim 4, Rappin anticipates the step of using electrode leads are formed by 
stamping out a specific pattern from an electrically conductive plate (see col. 4, line 62 - col. 5, 
line 5). 

Regarding claim 5, Rappin anticipates that the electrode leads are held in place during the 
molding step (see, e.g., col. 7, lines 12 - 30). 

Regarding claim 9, Rappin anticipates the step of end cap 27 molding and device 
assembly (see col. 4, lines 12-53; col. 7, lines 1 - 50). 
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Regarding claim 11, Rappin anticipates the incorporation of a capillary inlet or opening 
28 formed in the terminal end 16 of the sensor 10 when the cap . 27 is welded or folded to the 
body 12. Rappin also anticipates the incorporation of a vent 29 (see col. 4, lines 26 - 53; figures 
1-6). 

Regarding claim 13, Rappin anticipates the incorporation of a means for detecting the 
presence of an adequate amount of fluid sample between each of the paired electrodes (see, e.g., 
col. 2, lines 14 - 63; col. 6, lines 40 - 67). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over Rappin. 

Regarding claim 3, Rappin does not specifically teach that the electrically conductive 
wires are pulled into the mold before the molding step. Though Rappin teaches that conductive 
leads 30, 31 and 32 are first molded into the product. Rappin teaches that the wire leads are fed 
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into the mold and placed on or between figures or apparently finger structures [not shown] 
projecting into the mold through openings in the mold to hold the wires in place and level during 
the set-up and molding process. The bottom apertures permit the fingers projecting into the mold 
to hold the wires in place. Once the plastic has formed and hardened, the fingers are pulled from 
and exit the mold through the openings (apertures 46, 48, 50) (see col. 7, lines 12 - 34). Pulling 
rather than feeding the wires through the mold prior to molding the sensor structure is an obvious 
alternative step in positioning the wires in the mold structure prior to molding. Therefore, it 
would have been obvious to a person of ordinary skill in the art to include a step of pulling the 
wires into the mold before the molding step. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian J. Sines whose telephone number is (571) 272-1263. The 
examiner can normally be reached on Monday - Friday (1 1 AM - 8 PM EST). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill A. Warden can be reached on (571) 272-1267. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




